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1 )KI Responsive to communication(s) filed on 9/26/27 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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Art Unit: 1649 

DETAILED ACTION 
RCE 

1. A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
4/05/2006 has been entered. 

2. Claims 1-2, 5-6, 8, 26, and 35-38 are under examination. 

Rejections/Objections: withdrawn. 
Claim Rejections - 35 USC § 112 

3. Rejection of claims 26 and 35-38 under 35 USC § 1 12, 1 st paragraph 
enablement, is withdrawn due to applicant's amendment. Specifically, applicant has 
included recitation of detection of the C to T mutation at position -86 of the promoter 
region. 

4. Rejection of claims 1 , and 5-7 under 35 USC § 112, 2 nd paragraph, is withdrawn 
due to applicant's amendment. 
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Claim Rejections - 35 USC § 102 

5. Rejection of claims 2-6, and 26-36 under 35 USC § 102(a), is withdrawn due to 
applicant's declaration. 

Rejections/Objections: New and Maintained. 
Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

6. The claimed invention is directed to non-statutory subject matter. Claims 1-2, 5- 
6, 8 26, and 35-38 are directed to non-statutory subject matter because they recite or 
depend from claims that recite, "correlating the presence of said at least one 
polymorphism with a predisposition to schizophrenia. "Jn other words, the method is an 
experimental algorithm designed to identify further natural relationships between 
variants of the promoter and schizophrenia. This is an experiment that identifies a 
relationship between any unknown variant or variants of the promoter region and 
schizophrenia, which is a natural phenomena or law of nature and does not require 
practical application of such. The method does not require the diagnosis of 
schizophrenia from what is detected. Instead, it determines a natural correlation that 
either does or does not exist between any known or unknown variation and 
schizophrenia in a patient. In other words, the results are not concrete but are a 
method of identifying natural phenomena. 
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Thus, the method as claimed would impermissibly cover every substantial 
practical application of, and thereby preempt all use of, an abstract idea, natural 
phenomenon, or law of nature. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the 
manner and process of making and using it, in such full, clear, concise, and exact 
terms as to enable any person skilled in the art to which it pertains, or with which it is 
most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

7. Claims 1, 5-6, and 8 are rejected under 35 U.S.C. 112, first paragraph, because 
the specification, while being enabling for a method of identifying individuals with 
increased likelihood of having schizophrenia comprising providing a nucleic acid from a 
human subject, detecting the presence of a -86 C to T substitution in relation to a start 
codon of said alpha 7 allele beginning at residue 270 of SEQ ID NO: 125, does not 
reasonably provide enablement for a method of identifying individuals predisposed to 
schizophrenia by "detecting the presence of at least one polymorphism within a core 
promoter region corresponding to SEQ ID NO: 125 of said alpha 7 allele wherein said at 
least one polymorphism contributes to reduced transcription. Furthermore, the 
specification does not reasonably provide enablement for the used of any of the other 
variants as indicators that a human subject is predisposed to schizophrenia. The 
specification does not enable any person skilled in the art to which it pertains, or with 
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which it is most nearly connected, to use the invention commensurate in scope with 
these claims. This rejection is maintained from the prior office actions of 7/27/07 and 
6/06/06. While some amendments by applicant have furthered prosecution, some are 
incompatible with the aim of the method. 

The method of claim 1 recites "A method of identifying individuals predisposed to 
schizophrenia comprising," and then further recites detecting the presence of a generic 
polymorphism in the alpha-7 promoter region (which is not enabled as argued in prior 
actions; see 7/27/07 and 6/06/06), and finally by "providing a diagnosis of schizophrenia 
to said subject on the basis of.. .a physician review." 

The method does not work because the relationship between a generic variant in 
the promoter region and schizophrenia is not known, .and a physician cannot predict 
whether a patient is predisposed to schizophrenia, except when the C toT -86 variant is 
present. It is a well-known fact that physicians cannot predict that a person is 
predisposed to a disease, and in particular schizophrenia. 

Applicant says on page 6 of Remarks dated 9/26/07 that the examiner has 
indicated claims 7, 8, and 37 are allowable. However the examiner asserts that 
remaining claim 8 depended from claim 7 but has been amended to depend from claim 
1 . As amended the claim is not allowable. 

Applicant argues on page 7 of Remarks dated 9/26/07 that the amendment to 
"and d) providing a diagnosis of schizophrenia to said subject based on the presence of 
at least one polymorphism and a physician interview" should obviate the enablement 
rejection. This is not found persuasive because the only predictor of a predisposition 
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available to the physician is the presence of a (generic) variant in the promoter region of 
the alpha-7 gene. The examiner has already argued that applicant is not enabled for 
the scope of the claim. See prior actions 7/27/07 and 6/06/06. 

Applicant should also note that the action of 7/27/07 states that reduced 
transcription bears no relationship itself with a predisposition for schizophrenia. Many of 
applicant's variants show reduced transcription, but only one is enriched in 
schizophrenia. 



Conclusion 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Steven Standley whose telephone number is (571) 272- 
3432. The examiner can normally be reached on Monday through Friday, 8:00 AM to 
5:00 PM. If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Jeffery Stucker can be reached on (571) 272-0911. 

The fax number for the organization where this application or proceeding is assigned 
is (571) 273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/Jeffrey Stucker/ 

Supervisory Patent Examiner, Art 

Unit 1648 

Steve Standley, Ph.D. 
2/20/08 



